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(5) The specific identification (i.e., 
the date and time of commencement 
and completion) of each time period of 
excess emissions and parameter moni-
toring exceedances, as defined in the 
standard, that occurs during periods 
other than startups, shutdowns, and 
malfunctions of the affected source; 

(6) The nature and cause of any mal-
function (if known); 

(7) The corrective action taken to 
correct any malfunction or preventive 
measures adopted to prevent further 
malfunctions; 

(8) The nature of the repairs or ad-
justments to the continuous auto-
mated sampling system that was inop-
erative or out of control; 

(9) All procedures that are part of a 
quality control program developed and 
implemented for the continuous auto-
mated sampling system under 
§ 60.58b(q); 

(10) When more than one continuous 
automated sampling system is used to 
measure the emissions from one af-
fected source (e.g., multiple breechings, 
multiple outlets), the owner or oper-
ator shall report the results as required 
for each system. 

(11) Submit to EPA for approval, the 
site-specific monitoring plan required 
by § 60.58b(p)(11) and § 60.58b(q) includ-
ing the site-specific performance eval-
uation test plan for the continuous 
emission monitoring system required 
by § 60.58(b)(q)(5). The owner or oper-
ator shall maintain copies of the site- 
specific monitoring plan on record for 
the life of the affected source to be 
made available for inspection, upon re-
quest, by the Administrator. If the 
site-specific monitoring plan is revised 
and approved, the owner or operator 
shall keep previous (i.e., superseded) 
versions of the plan on record to be 
made available for inspection, upon re-
quest, by the Administrator, for a pe-
riod of 5 years after each revision to 
the plan. 

(12) Submit information concerning 
all out-of-control periods for each con-
tinuous automated sampling system, 
including start and end dates and hours 
and descriptions of corrective actions 
taken in the annual or semiannual re-

ports required in paragraphs (g) or (h) 
of this section. 

[60 FR 65419, Dec. 19, 1995, as amended at 62 
FR 45121, 45127, Aug. 25, 1997; 71 FR 27345, 
May 10, 2006] 

Subpart Ec—Standards of Perform-
ance for Hospital/Medical/In-
fectious Waste Incinerators for 
Which Construction is Com-
menced After June 20, 1996 

SOURCE: 62 FR 48382, Sept. 15, 1997, unless 
otherwise noted. 

§ 60.50c Applicability and delegation of 
authority. 

(a) Except as provided in paragraphs 
(b) through (h) of this section, the af-
fected facility to which this subpart 
applies is each individual hospital/med-
ical/infectious waste incinerator 
(HMIWI) for which construction is 
commenced after June 20, 1996 or for 
which modification is commenced after 
March 16, 1998. 

(b) A combustor is not subject to this 
subpart during periods when only path-
ological waste, low-level radioactive 
waste, and/or chemotherapeutic waste 
(all defined in § 60.51c) is burned, pro-
vided the owner or operator of the com-
bustor: 

(1) Notifies the Administrator of an 
exemption claim; and 

(2) Keeps records on a calendar quar-
ter basis of the periods of time when 
only pathological waste, low-level 
radioactivewaste and/or 
chemotherapeutic waste is burned. 

(c) Any co-fired combustor (defined 
in § 60.51c) is not subject to this subpart 
if the owner or operator of the co-fired 
combustor: 

(1) Notifies the Administrator of an 
exemption claim; 

(2) Provides an estimate of the rel-
ative amounts of hospital waste, med-
ical/infectious waste, and other fuels 
and wastes to be combusted; and 

(3) Keeps records on a calendar quar-
ter basis of the weight of hospital 
waste and medical/infectious waste 
combusted, and the weight of all other 
fuels and wastes combusted at the co- 
fired combustor. 

(d) Any combustor required to have a 
permit under section 3005 of the Solid 
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Waste Disposal Act is not subject to 
this subpart. 

(e) Any combustor which meets the 
applicability requirements under sub-
part Cb, Ea, or Eb of this part (stand-
ards or guidelines for certain munic-
ipal waste combustors) is not subject 
to this subpart. 

(f) Any pyrolysis unit (defined in 
§ 60.51c) is not subject to this subpart. 

(g) Cement kilns firing hospital 
waste and/or medical/infectious waste 
are not subject to this subpart. 

(h) Physical or operational changes 
made to an existing HMIWI solely for 
the purpose of complying with emis-
sion guidelines under subpart Ce are 
not considered a modification and do 
not result in an existing HMIWI becom-
ing subject to this subpart. 

(i) In delegating implementation and 
enforcement authority to a State 
under section 111(c) of the Clean Air 
Act, the following authorities shall be 
retained by the Administrator and not 
transferred to a State: 

(1) The requirements of § 60.56c(i) es-
tablishing operating parameters when 
using controls other than those listed 
in § 60.56c(d). 

(2) Alternative methods of dem-
onstrating compliance under § 60.8. 

(j) Affected facilities subject to this 
subpart are not subject to the require-
ments of 40 CFR part 64. 

(k) The requirements of this subpart 
shall become effective March 16, 1998 

(l) Beginning September 15, 2000, or 
on the effective date of an EPA-ap-
proved operating permit program under 
Clean Air Act title V and the imple-
menting regulations under 40 CFR part 
70 in the State in which the unit is lo-
cated, whichever date is later, affected 
facilities subject to this subpart shall 
operate pursuant to a permit issued 
under the EPA approved State oper-
ating permit program. 

§ 60.51c Definitions. 

Batch HMIWI means an HMIWI that 
is designed such that neither waste 
charging nor ash removal can occur 
during combustion. 

Biologicals means preparations made 
from living organisms and their prod-
ucts, including vaccines, cultures, etc., 
intended for use in diagnosing, immu-

nizing, or treating humans or animals 
or in research pertaining thereto. 

Blood products means any product de-
rived from human blood, including but 
not limited to blood plasma, platelets, 
red or white blood corpuscles, and 
other derived licensed products, such 
as interferon, etc. 

Body fluids means liquid emanating 
or derived from humans and limited to 
blood; dialysate; amniotic, cerebro-
spinal, synovial, pleural, peritoneal 
and pericardial fluids; and semen and 
vaginal secretions. 

Bypass stack means a device used for 
discharging combustion gases to avoid 
severe damage to the air pollution con-
trol device or other equipment. 

Chemotherapeutic waste means waste 
material resulting from the production 
or use of antineoplastic agents used for 
the purpose of stopping or reversing 
the growth of malignant cells. 

Co-fired combustor means a unit com-
busting hospital waste and/or medical/ 
infectious waste with other fuels or 
wastes (e.g., coal, municipal solid 
waste) and subject to an enforceable re-
quirement limiting the unit to com-
busting a fuel feed stream, 10 percent 
or less of the weight of which is com-
prised, in aggregate, of hospital waste 
and medical/infectious waste as meas-
ured on a calendar quarter basis. For 
purposes of this definition, patholog-
ical waste, chemotherapeutic waste, 
and low-level radioactive waste are 
considered ‘‘other’’ wastes when calcu-
lating the percentage of hospital waste 
and medical/infectious waste com-
busted. 

Continuous emission monitoring system 
or CEMS means a monitoring system 
for continuously measuring and record-
ing the emissions of a pollutant from 
an affected facility. 

Continuous HMIWI means an HMIWI 
that is designed to allow waste charg-
ing and ash removal during combus-
tion. 

Dioxins/furans means the combined 
emissions of tetra-through octa- 
chlorinated dibenzo-para-dioxins and 
dibenzofurans, as measured by EPA 
Reference Method 23. 

Dry scrubber means an add-on air pol-
lution control system that injects dry 
alkaline sorbent (dry injection) or 
sprays an alkaline sorbent (spray 
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